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The randomized controlled clinical trial protocol to evaluate the effect of HAL in stroke patients
with walking disability was fixed in May 2016 and approved by the IRB of the University of Tsukuba
Hospital in June 2016. After that, we established the clinical trial implementation system and
applied to PMDA on August 31st, 2016. The recruitment of patients became available for this clinical

trial.

+ Patients recruiting system

We added three hospitals as institutions, where the clinical trial would be performed additionally
to four original hospitals, which are the University of Tsukuba Hospital, Ibaraki Prefectural
University of Health Science Hospital, Niigata National Hospital, and Fukuoka University Hospital.
After that we added one more hospital to this clinical trial. Finally, eight hospitals were involved in
the clinical trial, including Shimura-Omiya Hospital, Tsukuba Memorial Hospital, Fukuoka
Rehabilitation Hospital, and Hyogo Rehabilitation Center.

In Ibaraki area, we shared the information about this clinical trial using the Ibaraki Chiken
Network, which consists of eighteen hospitals, and forty clinics in Ibaraki prefecture, including 7,011
beds, and tried to accumulate patients. The patients introduced from the Ibaraki Chiken Network
will be treated by Dr. Ohnaka in Shimura-Omiya Hospital, Dr. Hada in University of Tsukuba
Hospital, Dr. Kohno in Ibaraki Prefectural University of Health Science Hospital, and Dr. Nakamura
in Tsukuba Memorial Hospital. In Fukuoka area, the patients introduced from neighboring hospitals
will be treated by Dr. Inoue in Fukuoka University Hospital and Dr. Irie in Fukuoka Rehabilitation
Hospital. In Niigata area, the patients introduced from neighboring hospitals will be treated by Dr.
Nakajima in Niigata National Hospital. We are making a contract for the clinical trial with Hyogo

Rehabilitation Center.

» The inspection plan



Triple inspection is planned. The first inspection was carried out before the start of this clinical
trial by the Clinical Research Support Center in Tokyo University. The second or the third inspection
will be done by the Inspection & Reliability Guarantee Board of the Tsukuba Clinical Research &

Development Organization.

» The data quality control system
Electronic Data Capturing system was requested to be made by the CMIC Holdings Co., Ltd.
Tsukuba Clinical Research & Development Organization performs as a case registration center, data

management center, and a monitoring center.

* The data collection system
Five hospitals except for University of Tsukuba Hospital, Fukuoka University Hospital, and
Niigata National Hospital have no experience of any clinical trials, and therefore will be supported
by the Site Management Organization (SMO). We consider that SMO is needed to control the quality
of the data.
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